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Overview

Where we came from

— Arising from the primordial acronym soup

Evolution

— Walking upright, using tools, building
communities

Where are we going
— To infinity and beyond
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NCI’'s Call for Standards

“Report of the National Cancer Institute
Clinical Trials Program Review Group”
a.k.a. “Armitage Report”

— August 1997
— Call for uniform data collection

e to promote efficient protocol implementation
e to enhance the ability to share and compare data
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NCI CTEP CDE Initiative

Cancer Therapy Evaluation Program
(CTEP) Common Data Element (CDE)
initiative

— launched 1n 1997

— to standardize questions and values on case
report forms (CRFs)
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What is a Common Data
Element?

Standardized terms for the collection and
exchange of data

Metadata

— attributes
— relationships

CTEP perspective
— CDE represents CRF question and includes permissible
values
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Cancer Data Standards
Repository (caDSR)

Developed by NCICB
Repository for NCI CDEs

Based on ISO/IEC 11179: Specification and
Standardization of Data Elements
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Current caDSR Contexts with
Common Data Elements

Context Name # of CDEs
Cancer Therapy Evaluation Program (CTEP) 7454
caCORE 909
Specialized Programs of Research Excellence

(SPORES) 619
NCI Center for Cancer Research (CCR) 548
NCI Division of Cancer Prevention (DCP) 331
Cancer Imaging Project (CIP) AK
Early Detection Research Network (EDRN) 127
Cancer Biomedical Informatics Grid (caBIG) 49

Norris Cancer Center (NORRIS) 1
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Goals of CTEP's CDE
Initiative
Well-defined terminology
Consistent data collection
Data reduction
Consistent analysis and meta-analysis

Error reduction

Data sharing
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CTEP’'s CDE
Development Process

Collaborative committee process

Consideration given to existing terms-and
standards

Result 1s 1dentification, standardization,
definition, and classification of CDEs

Mandated use on CRFs

Identification of potential CDEs through
CRF review
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Current CTEP CDE Collection

July 19, 2004

Bladder cancer

Brain cancer (primary site
and metastases)

Breast cancer
Colorectal cancers
Gynecologic cancers
Head and neck cancers
Leukemia

Lung cancer

Lymphoma
Melanoma
Multiple myeloma
Prostate cancer
Sarcoma

Upper GI cancers

Pathology
Specimen banking
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Stakeholders

Collaborators in development
CTEP

Clinical Trials Cooperative Group Program
Specialized Programs of Research Excellence
Cancer Biomarkers Research Group

Early Detection Research Network

NCI Center for Bioinformatics

The Oracle Corporation

The EMMES Corporation

ScenPro

Primary constituents

Clinical Trials Cooperative Groups
Cancer Trials Support Unit
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Case Report Forms

i3l Colorectal 5x Form Final.doc - Microsoft Word
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Colorectal: Surgical Procedure

Surgical Procedure Description (complete a separate surgical form for each surgical procediire)

Surgery Date ‘ |

MM oD vy

Did the patient receive Prior Radiation Therapy?

Did the patient receive Prior Systemic Chemotherapy? V alid V alues :
:’g\

Did the patient receive Prior Inmunotherapy?

Location of Tumor{s) O _Appendix /\I:IA Sigmoid

(check all that apply, O Ascending colon O Splenic flexure
but anly one box for each tumar) O Cecum O Transverse colon
O Descending colon O_Rectum

Data Element O Hepatic flexure O0_Other, specify

Surgical Approach (check only one) O _ZLeft colectomy O Abdominal perineal resection
O Right colectomy O Low anterior resection
O Transverse colectomy O Sphincter-preszrving rectal re.
O Total colectomy O Siemoidectony

Wags there bowel Perforation? O Mo O Yes
thore howal Cthetriction 2 [ - rl Voo

12 [at 45 Ln19 col 15 [REC [TRK [E=T [GVR [Enalishius | C3K |
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Compliance Review Results

E4 Microsoft Excel - Sample Question Comparison Report.xls

J File Edit Yiew Insert Format Tools Data ‘Window Help
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Grosp CRF Name

Growp CRF Buestion

AFfiliate
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Yalue?

HCI CDE
Identifier

CDE
Yersion

CDE Docament Text

CDE Losg Name

Hizstoric Short CDE Name

Rervicwer Comments

Zample Follow-up Form

Institution Mame

2005730

Instikution Mame

Institution Mlame

Institution

Exact Match

Zample Fallow-up Form

MWC| Mumbeer

53

NCI Protocal Mumb.er

Probocol MC Identificr Bumber

Fample Follow-up Form

Fatient IO

M
V]
M

=

Coordinating Group Patient 1D

Fatient Coorindating |dentifier
Mumber

MO Protocol Mumber

Recommended Term

Paticnt Study 1D

Recommended Term

Zample Fallow-up Form

Patient Inighhl=

2001033

Paticnt Initialz Mlame

Patiznt Initials

Exact Match

Zample Fallow-up Form

Today's dake

2005343

Pt Initials
Diate Form Originglly Completed

Zample Follow-up Form

Reporting Period Start Date

2333

Feporting Period [Start Date

Form Qriginal Complete Diake
Treatment Reporting Period Begin
Diake

Form Completion Diate, Original

Recommended Term

Intereal Report From Date

Exact Watch
Approved

ample Fallow-up Form

Reparting Period End Date

2332

Reporting Pericd End Dake

Treatment Reporting Period End
Dlate

Interval Report To Date

Exact Match
Approved

Zample Follow-up Form

Life stakuz gt the end of thiz
reporting period

2005375

Wital Etatus

Faticnt Yital Statuz

Paticnt's Wital Statuz

Recommended Term

Zample Fallow-up Form

Diake of Dieyth

2005353

Diake of Last Canthet or Dleath

Paticnt Last Contact Date

Dizath Datellazt Contact Date

Recommended Term

Zample Follow-up Form

Contributing Cauze of Death

2006037

Contributing Cauge of Death

Patient Death Reason

Recommended Term

Pleaze see recommended changes
For valid values.

Fample Follow-up Form

please spe
of death]

ify [contributing cause

275

Deseribe cause of [death

Faticnt Death Zpecify

Dizath Reason, Specify

Recommended Term

Eample Fallaw-up Form

Primary caze of Death

CRF Question

1265

275

2006020

-]

Primary Cauze of [eath

Patient Death Primary Reasan

Dizath Reasan

Recommended Term

Please see recommended changes
to valid values.

th Reason, Specify

Recommended Term

CDE Question ™

Exact Match
Approved

-t Primary Cancer Date

Recommended Term

Eample Fallow-up Form

‘waz the paticnt confirmed lost ko
Fallaw-up at the end of this
reporting period ¥

Ny

2006035

"'z paticnt unabls to be
contacted Far current scheduled
fallow-up ¥

Paticnt Last Fallow-up Ind-2

Lozt ta Fallaw-Up

Recommended Term

Zample Follow-up Form

Did the patient withdraw conzent
for follow-up at the end of the
reporting peried?

2006054

Did the paticnt withdraw conzent
for follow-up at the end of the
reparting period?

Patient Follow-up Consent
“ithdrawn Ind-2

Diraft New

ample Fallow-up Form

Diid the pakiznt receive non-
protacol anti-cancer breatment
during thiz reporting period ¥

2005330

|z the patient receiving any non-
protocal cancer therapy not
previously reported?

Man-protocal Therapy
Administered Ind-3

Man-Protocel Therapy Ind

Recommended Term

Fample Follow-up Form

Comments

2005505

Comments

Rezearch Comments Text

Comments

Exact Match
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caDSR Tools of the Trade

CDE Browser
http://ncicb.nci.nih.gov/CDEBrowsetr/

caDSR Administration Tool
Curation Tool

CDE Compliance Review Tool
CRF CDE Review Response Tool
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+2} CDE Browser - Microsoft Internet Explorer

File Edit “iew Faworites Tools Help

P Back - = - @ it | @Search [Fe] Favarites @Media @ | %v =R

Address :@j http: ffcdebrowser-prod. nei.nib.gow fCDEBrawser ]

LAl

Data Element Search

j @GD

Refresh tree
&y caDSR Contexts

Assoc. American Cancer Ins

Mote: Enterfselect search criteria and click search button to intiste search. The wildcard character is *. Click the Help button ahove for more
infarmation an COEBrowyzer.

G Imaging Prog {ClI . .
L Ll oL Search Fnr:l Permissible \J’alue:l
City of Hope Med. Center (C(

HCI Center for Cancer Resea

Value Domain: | ¢$7 Ciagr Public ID:l

& HCI Cancer Therapy Evaluatic
Data Element Concept: | 6?

Cloar Classifi[:atiun:l ff Cloar

Protocol Form Template:

%Classmcaﬁuns Version: Latest Yersion @ All Versions Context Use:lOwned By/lsed Elg,rj

Trial Type Usages (Cl
C|APPRYD FOR TRIAL USE . .
Workflow Status: CMTE APPROVED Search Fieldis): Preferred Name

Type of Catego
CMTE SUBMTD | Docurnent Text

Tyvpe of Disease

| Division of Cancer Epidemiol
(4 Search Data Elements )'\_ Clear :)'\_ Mew Search )
HCI Division of Cancer Preve

Early Detection Research Hel

Horris Cancer Center (HORRI

Specialized Programs of Res

i . Rp— — )
tESt (TEST}) gfé?% Mational Institutes of Health (HIH] _/::; #Eﬂ'j;"s%nvrcEs FIRSTG(]"P
Q'I_J'

Uszer: Public User Wersion 2.1

Wour First Clck be the L5 Gavernment

http://ncicb.nci.nih.gov/cdebrowser/
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Version 2.1
Released May 28, 2004

CDE Cart
Form Builder

caDSR web site
— http://ncicb.nci.nih.gov/core/caDSR

caDSR Users Listserv

— http://list.nih.gov/archives/cadsr users.html

CTEP Documentation
— http://ncicb.nci.nth.gov/NCICB/core/caDSR/CTEPInformation
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Status of CTEP CDE Initiative

2400 approved CDEs
— CTCAE v3.0
— CDUS v3.0, release 2

3200 terms awaiting review

Phase III studies
Adult trials

Clinical Trials Cooperative Groups
Cancer Trials Support Unit
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MTEJ’ CDE

Development
Quality of life
Eligibility criteria
Phase I and II trials

Pediatric studies
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Harmo iz\ation

Business rules
CDEs

Training

Registration status
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In Conclusion
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